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A!kr F;!-;ai Otftce Action of November 20= 2006 

REMAEKS 

Applicants thank the hxamircr ibr the \cn thorough ccr.sxic-auo.i j^.sen 'he piQs^M 
»ppiication. Claims 1 -24 ai'e now present in this application, No claims have bet^n amended 
Accordingly, no new matter has been added. 

l\ of tno invxki 'K.cn ^ -v.xvf-lS K„]uc?t that the H\&m:^er 

v\ithdra\-\ v>ut-tdjid:ng rejecuons Sira adow Iho cuno'^.vt) pending ciatms, 

Ismes Under 3S lLS,a S imki 

Claims 1 -24 sumd rcjccKd under 35 IJ.S.C. § 103(a) as being in-patt-nujhle s-vcr Grlfuv cj. 
al. (EP 0 010 987) (hcreinaficr Griffin '987) in view of Biegajski et ai. (U.S. 5,700,478) 
(hereinafter Biegajski '478). This rejection is respccimliy traversed. 

The Exaininet asserts that Griffin '987 discloses a rolled up preparation for the controlled 
release of an active agent in the body. The Examiner further asserts that the dmg-containing 
layer is atiriched l(> a carrier, rolled and delivered to the patient. The Exarrsiner contends tix^i slio 
paniciilar release proilles "can be detennined tin-ough routine experinieniation'". The i:;xiiniiner 
acknowledges that Griffm *987 does not disclose the addition of a pressure-sensitive adhesive 
layer and relies on the teachings of Biegajski '478 to overcome this deficiency, asserting that the 
inclusion pf j, prcssure-sensirive adhesive iiiver v.ausd be obvious to one skilled in the art "since 
they would wiu-ii the unioided patch lo adhere to the delivering surface". 

Applicants respectfully submit that the Examiner has MIed to establish a prima fade 
case of obviousness. To establish a prima facie case of obviousness, three basic criteria must be 
met. First, tiiere must be some suggestion or motivation, either in the references themselves or in 
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combine Jk icaLlvni.^ tK retess^.Kes lo ojian tr.e iu\s..uw ^tvoru Ocre '-i ,c a 
'^edSonanle expeciatior of siicce&ii m making th« mvention Flimlf>. the pnor ait refcicrce ^or 
:efeicnce3 when combmcd) mui*i teach or suggest all the claim liiTutations The tt;acaing o'- 
s '^^v'^ioj to 'J sk<, < ^hi ^ie> tOJibniat on md iic reaNor i'-^'c <■ ^f>tcL.X\OA ^)l s. v>.t ^ ' 'c-th 
.oxxi t i.t rrior cvi. diiu iiox based o.i -Vpphcani's, d'sc osmc In rc I ueik. 9^" I Id iiiii 20 
USPQ2d 1438 (Fed Cir 1991) 

AppJ.cauts mhiailv note that, contrar>' to tlie Exammej's assertion, GrilTin '987 does not 

lo u-recica a ^ev^c the su^taused release ol a vefcf .n .-s nei-iK -n^ns > ' f fir '^^ 
at pugc 1, ijnes I-?. p.%<i 3, .ne^ 8-11, page 4, linei 25-27 and pas?e 8, 1 no^ .n. tv 

suutained relexise" refers lo cases wheie tii(. release of a drug js extended in t5XT\e, but witiiout 
achieving a patUcular release profile (i e time couise of release of drug). In coutrast. devices for 

vii ol'e ^ <L isofs arc .*c-ig-ud as to ac^jrst h: sate a.v c u.tion oi ^..j/ deir tr t'us 
pKA 0 vi.f r^A dng Lci \crs profile As d sciosui D> Outfu- '98", inc i.as:an.ed 'eiec^e 
device desjgiied m a first shape in which it is restrained m a lolicd or folded foriu, o' a second 
shape in v>:vch n is unrolled or unfolded. The device is dcbigned such tliat conversion of the fr^t 
sha|\ u\ ^ t'. • second s>ape h J o*... n n 'n di ^ o '.\- ii..^ i o ^ t <■ . n s .4 r 
(tnc urae.i ol «nimal) L\s shap.-- von\eii>ion niu-. ^vcui iniKtu^v.^ o ers..o t ^\ it 
ce\{ce v\i!l reiamed \Mth^n tiie rumen (see Gnffin '«87 a. pagi 1, hnes r .^t;le..sv . ^ 
act St. subbtaoce tai>.<,5» piace oa!) vvhe i the device has assumed its second shape, i e when ii .s 
fuil> unfolded or unrolkd Accoi Jmg!\ , the actne substance is re'.eaiied throus^h the crtire ar^a 
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p opcitieo f)i the s itti . ^.ler al (He sm iea tlK at hou d 'cai /o I it kl h [ ^ l c 

t^c attue suh&tance occur-) through ihe entirt area oi t'le sheet t*ie de\ice Gv.ta-i *987 c^m 

Oisly provide sustained release but iiat controlled rdease. 

r 0 V aU IJ u( J I hv ucvivC o1 Or f 1 i ^R"" to pio idv a cot joUui a td>e ictive a^e u 
ahsen iTtpcrnissibie hindsight gleaned Irom Apphcants' disclosure \ltlioup vhe UaiTimer 
.ihsertfe thi>t the paitxular rele^^e profi'es can be deteuiunea throjgh routine cxpenmenliiuoi 

nd K^r^e-. to fit U iwu Up^ui die pas:, -igc liv^n CnHu 98"' s ..r-eJtoSUc 
xanix le fja^e i -14) i k ch des r no\\ tne eroMon diaiactwistics o. tie er >.abic sUt* 
caa be \anto b\ mcorpoian'^si a ^jodeg i^ablSc matenai Bj doing s^ iht Jir<ition ol 

SI stauK d r^lea<;e ' cm be adjU5,ted I iowcver Grilim 987 fails to t^ach oi smuggest an> Yelc ise 
oroliles oreoBtioIkd clease I h^refore, ccmrarv to the Examme. s assertion sucn paniu dr 

Ot.A'^t pnl k^^ Cv^n- le i.eic imct hi> igl out r n ei i. km \ ^ k hs. 

tvac> ol t i ttu v8 &v outu c cxpcnnentai on as sug;jes,ted th^ i van irvi v l 1« 
oih result m Je»ici.s ha-vmg a different duration ot sui>iancd release hut not m dtvices for 
controlled release of an active agent. 

^ii^iw \\ <.k o\ ' s I It Ct 1 ! 1 ^8" does not teu 1 Oi St ^ Ls I i s ji i ' 
c J £ticsA<. jd^v b f eso \ c v*imeL \s p t,\ ousH discussed On i ts. i <^ s 1 
l^c rciusior oi adUsivc ascr di> n teaches mat siicIukss ts i proiLn wt i si s ^ v 
a\oided li;, Kammer ■»!guc<5 thai *K nclusion ot a pies'surt senbitive ddhcsnt ho\^e\ei 
woAi 'i^%e been obMc as sin<.e t ie\ wou d want tiic urtoiJed patch to adhere to the deh%er ng 
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■^i. H^t V. V-D"^ s^ans 5 \ l:til s 1 T umurMs i ipp o" dU l t 

uesKes di^t,ki5cd v.r li n 98 uc spv.c t Ca l\ auxp ..c admnistucJ o iMiut i nais 
and to be rttaared m *hv rumea oi tliese aiumals Retention is achiex ed bv ncRsse jr & /c (i e 
when thv device imrolS to assmnc its "second shape ') I ht- inner wall oi fiie rumen is general \ 

lotn-WL Id lit 00c ^come-v ihoRighh { ii\ed In uddrion v\Kn «.nma y u ateb K 
rumer contidvts to expel a portion of the pcirtly digested food to the es^ophagu^ and niOuti 
llcncc a person of ordmar> bkiU m t*ie an uouid ncv^,r consider tne idea of tiMng to adicie a 
pt' c ■> *] e I 11 ^ he 1 ! 1 n 

BicgajsM 4''S aiiS to v-vJi(,tav, deficienuet> Oi Cn i p +S I c ^ rn tbMav ci^ts^ 
adhesivi, re tH.s, to adhesne-* v^liich develop bonding po\ v.r ?pp n. i ion of p^es urt. 4s 
disvlobed bv BiegajsL '47S it netess^arv to <ippi> pressure m the area of the bod\ v^hcrc tne 
dev ce netds o be adhered to Cleah it is not possible to appiv such pressure from msidt the 

m-^en sn n h ^ -skstrt 0 i ni'^iar 01 aninc \s w uie"* bv t t ^ »^ v. 
ojtstano I OUkc A-ao"" * i 3 bettioi 3} ^bs dcvii,t- oi 3 e^d.iSK.i -'"S aiv u ^fx\ k? 
dt.U\crv ot 'iubNtat ces to the mouth, rtctmn or vsyna, xvnith are bod> onfices that can be cas i> 
fcct-sbi-d .rom oiits.de b> using hngers ^or applying pressure to alfix ti^e prc^i-ure s(,nsitive 

lit. M ) K( si! r L 1 hfs vouid cloai \ not be po-sib 5 1 iPisl>.nng the dex ce 

o i iin w lo t K h ner s\ >ll or anv (#cr nterhai 0 gai^ ot t it, I oc:\ 

t-unhc noie, the Lxainmer has tailed to expiam wh> the siki^ed pcrboi \Nt i i \ u i 
unto dtd patch <o adhctw to the ' aebve jng surface' Obx loush adher;-nce is nof itquircd for 
retention sncc the itv^te is areadv letancd bv is extendtd area bi/c aftei 5.n\\}ndug 
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Vu- I nffic? \ctirn of \'os on !lx'r:0,2«X'6 

rhorcrV-re, ^. kc Ihc piim<iv\ ic.or^iicc teaches agaiast incoqi(>r:^ti ig r.diit-si^e su!-stjnv.'Ci\ xid 
i>i:K\, n IS nerJier dosuab'c r.oi pvdcttcali) possible to adhere a cleMce to the inner waA o:'±c 
rumen (or any other organ of the gasti-ointeslinai system) by pressiire-sensiitve adhesion, it 
would not have been obvious \o add a pressure-sensitive adhesive layer to the de\ice of Griifm 
'''8'' I'lc }\.-.n\ncT\ .-iigiLnieri arpea'^'^ '<o he ba^ed on hindsight knowledsie dc''i^cJ !''oni the 
present appje^Jatin. Ihe Hxdminer states thai '"the Griffm reierencc does not teach aga;n,st 
adhesiveness, bm merely away from incomplete imfbidiiig". However, it is quite clear that if the 
device, after having arrived in the rumen, unfolds only partially and siovtiy ('■%viicneser that 
oocin>"). U wlli jiot be retained in the rumen but will be experod v\l en the rnniinotes. or 

will '110 ve on to the next part of the digestive tract. Therdbre, adhesi\enesh must be avoided io 
ensure proper fimciion of the device disclosed by GrifSn -987. 

in addition. Apphcants submit that outstanding claim 1 requires that the width of the 
active substance-eontaining layer, and/or the tysncentration of active substance in this layer is not 
conhUint w reUn '^n iu the longituJinj! exiension of the la^cr The Cxjn-sKier l^as supge.sted ihM 
the tujvii orBiogajski "-PS wOvjIc ha\e a aon-unifonn cooioai io: p;ovidn:g an unproved tit. find 
thai incorporation of a thus-shaped adhesive layer into the roiled device of Griffm '987 would 
ie.suk in a device having a non-uniform width, as presently claimed. However, this is highly 
,^pec\ ati\c' ^i'j i,\ V.u sh^pe of ihe "application situs" is not well def^njd b> ( rsffj? H-e 
kmien i.tt' t^c rumcu is oonstanth changing due to the movements of tho nju^ck laver 
surrounding^ the aimen (which movements arc required for mixing the food to be u.gested). 
Assuming, arguendo that the device of Griffm '9V is provided with a pre<iSure- sensitive 
ddhesivc layer, it would be practically impossible to arrange the device within the loimen such 
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;"i..t it.^ loistour su.jkl :?i ic confoar of t'v rumen Hence, the skilled pernor \\ould i\c\t'i 
i„o:-53 d.-r :l^c sJl.i oi pu^Mimg ihe device of (hiffin ''^>87 wiih a pariicuiar -^hc^pe lo Tu :bo 
application siius {the rumen). In addittoa Applicants subn^it that the cited Jucuroents do not 
suggest tliat the width of the active substa«ce-coutaining layer is \ariable witl^ respect to ihe 
KcV.tudKjal u.'i.eis'^sn.-; -.y-vch yctordJDg to the pivsent imerui^n. ' > c^' .-utiai f^r obtaining tlie 
Ucsiied reieaiC proii.-c diUiiig progressixe unioiding or unrolling of tnc dcMCC, 

The Examiner further asserts that "the features upon which Applicants relies (i.e.. timed 
delivery, slow unfolding, a specific release profile) are not recited in the rejected ciaim(s)". 
}[o\\e\ci\ -\pphc8:n^ note that ihese funcliona! fc^uuvs are duo \o the p-et-eice of a iiqa:d- 
soluble adhesive !a>er. presently claimed in claim 1, which controls the unending of the 
device. The miwinding speed, together with ihe non-constant width or active substanee 
concemration (claim 1, section (b)), results in a time-dependent rele^e proilie. Since the two 
cited documents, even when applied in combination, do not suggest at ail the iricorporation of an 
adhesive lav^- :Vr c^^riirnrirg tlv unroiling speed device, these documents could not imply the 
functional features of timed dehvery or specific release profile. 

Clearly, the cited references, aione or in combination, fml to teach or suggest every 
Hmitalion of the claimed invention. For this reason alone, this rejection is improper and should 
be V. Jl-.<l],.vwi hr.'-'ht.'vn'iou'. i.'Ue of ordinary skilled in tht. art wou-d noi 'iiotnated to combine 
ihf :etc-*;Kccs oi lo mtidify thvns by adding an adhesive layer ar.c iurJ^er 'r> ^'n-ng a ih-r- 
unjfonn .shape to the device. Courts have clearly estabUshed tiiat. even win: a confD.natiou ut 
references teaches o\er>- elemetit of a claimed inventioti, a rejection based on a prima facie case 
of obviousness is improper absent a motivation to combine, lu re Rouffet. 149 F.3d 1350, 'VI 
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V S 'QJi, .4" ^ tro'i ^ \ I he release poi'les obta'-n.-d b\ jio dv-xicc v'^ :no p'-s.^c^r 

.'wcn.'i^n uuy lo the vtnnomod prese*ice of a [jquid-solubic dJlesnc i:\ci and act.^o 
bubstaiice-Lontaining layer ha\ing a noa-iuiiform ■\^idth or concentralitn in the longitudinal 
direction- This cotiibmaiion of feattares is not obvious to a person of ordinars' skill in the art 
'.-rg ..-I With :hc \-aciiri<.'s c: Grffin '987 and Hjcgaiskl S''8 hri n.n \\\tb v.k.iJog of 
U\ fre^en urv.\-j:.on Mh ough the Examiner contends that "ihe :a>ers would be aadcd to Jie 
Griffin invention in order lo improve tlic adhesion and placement of the lUinoUed drug deJ\er> 
device", neither (kiffin '987 nor Biegajski '478 suggest a device which is first unrolled and then 
ailixed to the applxMUon s^de h\ pressure Such devices woiud o\ircnc > diff>cuU tc handle 
under rracticai amdmons, and, therefore, the skiiied psmoi would not haxc considered the 
proposed cothbination. 

Because the im^ntion, as set forth in Applicants' claims i-24;, is not di^closjed of made 
ofevious by the cited prior art, reeonsideratioiii and vvithdi-awal of this irejebti^n are respectlMly 
requested. 

Cmchision 

Ail oi tlie staled grouiids of rejection have been properly traversed, accommodated, or 
T-endcrod iu[ X^t ?r.s thoretor^ iesoevt! 'i ; .qn< r'lj ^ ^ai-riei t.^A -\ 
preicnv,} i -vta^J ng lejettions aiia obicctjons and thai ihi'\ '-«e nn idi v^n / e . *1 ^ 

full and complete response has been made to tlie outstanamg OffivC Act cr dud hlI, tH 
present application k i ^ condition foi allowance 



8 



\ M < k 1 fN^.veti-'fi ^0 2006 



! c . U n oat^" -di- n n^'^s tho* leed o nht.! f t t -^j ^ it 

dpp Kdtwn heLvtiiij^r fv.p'-^.^i <, t-.quv*stcd to contai. \%^kj \ Ke^ Ot"* if 
the t^icphone number of t^e undersigned oelovv, to condijct m mtcivKys ir an ei:ort to expedite 
prosecution in connection witb the present apphcaiion. 

10 charge pdM.iCL cat'jl .'in o-verpaMrent to xieposit Akccount No 0''-244S .or ar^ ?dd tio id 
fees xamred under 37 C F R §§! i6or1 14, particulanj extension of time tees 



Date i N-^.^-ch 20, 2007 Res letlfi'.h i>uhv jtted 

1 

Mark J; jMueli 
Registration No,: 36,623 

3TR< S f ! WARr, KOL \SCH <^ BIRCa LLP 
b 1 U J o Road 
S ' St 
v; -ox '4- 
! a f 1 0 V rtii a 22040-074" 
(703)205-8000 
Attorney for Applicant 
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